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accordance with the requirements of 21 CFR §807.92.
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#821 Samil Plaza, 837-26 Yeuksam-dong
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Tel: *82-2-566-3360 /Fax: *82-2-6280-3360
Email: onbix@naver.com

Date Summary Prepared: May 17, 2011

Device Name:
Trade Name(s) :feel-DRCS
Classification Name : Picture archiving and communications system.
Common Product Name : Radiological Image Processing System.
Panel : Radiology
Product Code: LLZ

Predicate Device Information:
K(091364 / dicomPACS DX-R 1.6

Device Description:
This medical imaging device software is composed of a combination of many functions.

The functions include interfacing X-ray detector, integration X-ray generator, networking
PACS, image enhancement processing and editing image/information. The name of this
software is called DROC(Digital Radiography Operation Console)

The operational process of feel-DRCS is described below:

©D Input or select study information
patient ID/Name, body part and projection, if you can use DICOM Modality Worklist
Management SCP, you select in worklist.

©Z Setup exposure parameter of X-ray generator
(® After exposure, this software acquires raw images from X-ray Detector..

®After acquisition of raw image, this software corrects raw image.



®1 After correction of raw image, this software processes with noise reduction,
enhancement, auto windlowing etc.

®After processing of corrected image, this software displays an image on the monitor.

(2 If this software is connected with PACS network, it transfers images to PACS Server

or DICOM film printer.

Intended Use:
feel-DRCS software using a digital X-ray detector is the digital X-ray image processing

system designed to acquire images and process acquired images efficiently.
The main features of this software are controlling and interfacing the detector, acquiring

images after X-ray, storing acquired images, managing data, optimizing window level and
width of acquired images, rotating images, zooming images, measuring images and so on.

feel-DRCS is compatible with DICOM 3.0 standard. It can transfer images processed in
PACS and print images with a film printer compatible with DICOM 3.0 by using DICOM and
network systems.

feel-DRCS is not approved for the acquisition of mamnmographic image data and is meant
to be used by qualified medical personnel only. All users must be qualified to create and
diagnose radiological image data.

feel-DRCS is not approved for the acquisition of mamnmographic image data.

Comparison to Predicate Device(s):
This device is equivalent to the predicate devices in its intended use and technological
characteristics, including:

"indications for use
" technological characteristics.
" performance properties

Prdc aePredicate device (K091364) New device
Prodct amedicomPACS DX-R 1.6 feel-DRCS

intended use Acquiring, viewing, editing and
storing radiographs and related same
patients images

Intended user Radiologist Radiologist
0perating system Microsoft Windows XP/vista/7 Microsoft Windows XP/7
Network 10/100/1000 Ethernet 10/100/1000 Ethernet
Monitor 19 inch Monitor(1280 X 1024, etc) Above iginch Monitor(Above 1280 X

900)
User interaction / input Mouse, Keyboard, Touch Monitor, Mouse, Keyboard, Touch Monitor,
Multi-user Available Available

But at a time, only one user can use But at a time, only one user can use it.
_____________________________________ it. ______________________________

Import/ export images IYes Yes
Acquisition devices Computed Radiography Computed Radiography

____________________Digital X-ray Detector Digital X-ray Detector



Prdc aePredicate device (K091364) New device
dicomPACS DX-R 1.6 feel-DRCS

Imaging interfaces _ Detector dependent Detector dependent
Image organization Yes Yes

Patient ID/Name/Study instance UID Patient iD/Name/Study instance ULD
Image search available Yes .Yes

Image storage Yes Yes
Database storage Yes Yes
Database software MS-SQL MS-Acdess
Image viewing Yes Yes
Image measurement Yes Yes
Image annotation Yes Yes.
Image operations Yes Yes
security Yes(Priority by.User) Yes(Priority by user)
DICOM 3.0 Compatibility Yes Yes
Generator Control OK OK
Generator Control protocol Generator dependent Generator dependent
Raw image data processing OK OK
Post image data processing OK OK
IRIS Code manager OK OK

Summary of non-clinical testing:
This section is not applicable.

Conclusion
Based on the information provided in this summary we conclude that this device is
substantially equivalent to the predicate device K091364.
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Dear fvr. I-o Dong Yang:

We have reviewed your Section 5 10(k) prcnnrket notification of inent to market the device
re ferenced above and have determined the device is stubstantIially Cpu lvalent, (for the indications
for rUse Stated in) the enlCosure) to legally marketed predicate devices marketed ini interstate
commerce prior to May 28, 1976, the enactment date of the iMedical Device Amendments, or to
devices that have been reclassified in accordance with the provisions of the Federal Food, Drug,'and Cosmetic Act (Act) that do not require approval of' a premarket approval aplplication (P.MA).
You may, therefore, market the device, subject to the general controls provisions of the Act. The
general controls provisions of the Act inldc tid ed uiremnots for ann tial registration. listing of
devices, good manufacturing practice, labeling, and prohibitions against minsbrancling and
adulteration.

If your device is classified (see above) into class 11 (Special Controls). it may be subject to suIch
additional controls. Existing maj or regulations aff'ecting vot device can be fou~nd in Title 21,
Code of Federal ReguLlations (CMR), Parts 800 to 895. In addition, FDA mnay publish further
annou0Lncements conceln "our device fin the Federal Re" ister.

Please be ad vised that FDA's iSSUance Of a substan Ha CClIiValecIIe determ i nation does not mean
that FDA has made a determination that votrr deCvice conp1liC eWxi th Other redluI.i ements of the Act
or an v Federal statutes and regulations admninistered by other F-ederal agencies. YOU muILst
comply with all the Act's requirements. inc ludi ng, butl not li mited to: registration and listing (21I
C1FR P;art 807); labeling (21 CF-R Parts 801 and 809); mnedical device reporting (reporting of
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nical device-related adverse events) (2 1 CUR 80-3); and g~ood ilnLI Ihietti ring practi ce
req ui remnents as set for1th in thet qIualy systems (QS) reguIa [ion (2 1 Cflt Part 820). This letter
xviii allow yotu to begin dakCigyu ec as described in your Section 5 1 0(k) prernarket
notifcation. The FDA inrding of substantial equivalence of y'our device to a legal ly marketed
pr-ed icate device results in a classifiation for y'our devi cc and thus perinihis vowtindvice to
proceed to t in arket.

I f you desir speci Re advice for your device on our laeigregulation (2A CR Pars; 80 1 and
809). please contact the office ofl i e Diagnostic Devic Evaluationl and Safety at (30 1) 796-
5450. Also, please note the regulation entitled. "N'isbianlding by reference to preiarket
nioti fication" (2 1 C FR Part 807.97). For questions regardling the reporing of adverse events
Under the MvDR regulation (21 CUR Part 803). please go to
h~tt: //Aww. fda. gov/M edical Devi ccs/Safew/RporaProb lm/dClfitlIt. html For the CDRI4f's Office
of Surveillance and BiontmisID ivision of Postma-ket S urveilIlance.

You my o btai oter general information onl youir res p0n si )ilii s ti!del r ie Acet fromv theDi vison of Small M~anu fa-ctUrer's, International and Consumeor Assistance at its toll- free nmrber
(800) 638-2041 or (30 1) 796-7 100 or at its Internet address

Sin(crely Yoturs,

Nfary S. Pastel, So.D.
Director
Div'ision of Radiological Devices
Office of In Vitro Diagnostic Device

EValu-ation and Safety
Center for Devices and Radiological Health

Enclosre



Indications for Use

- 510(k) Number (if known): 110033

- Device Name: Radiological Image Processing System / feel-DRCS

- Indications for Use:

feel-DRCS software, used together with digital X-ray detector is the digital X-ray image
processing system designed for acquiring images and processing acquired images efficiently.
The main features of this software are controlling and interfacing the detector, acquiring
images after X-ray, storing acquired images, managing data, optimizing window level and width
of acquired images, rotating images, zooming images, measuring images and other features
used for imaging processing.
feel-DRCS is compatible with DICOM 3.0 standard. It can transfer images processed in PACS and
print images with a film printer compatible with DICOM 3.0 by using DICOM and network
systems..
feel-DRCS is not approved for the acquisition of mamnmographic image data and is meant to be
used by qualified medical personnel only. All users must be qualified to create and diagnose
radiological image data.

Following is the diagram of feel-ORCS software system.

PA CS Server ~ t~~~custo eet
- ~ Imagyrcessing
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The main functions of feel-DRCS as follows:

A. Acquisition and storage of digital X-ray images from a digital X-ray Detector.
B. Input Study information (patient information, exam informnation).
C. Management of DataBase of stored (archived) images.
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0. Image processing for enhancement of archived images.
E. Review of stored images.
F. Edit of image(Shutter or crop, insert Marker("L'; "R"), Window width/level etc)
G. DICOM Functions(DICOM Storage, DICOM Worklist, DICOM Print, etc)
H. In case of DR full system(X-ray machine and generator and Digital X-ray detector and etc)

or need a interface with installed X-ray System in the feel-DRCS.

(D Ability to configure X-ray exposure condition (kVp, mA, Sec etc) for various body
parts and positions.

O2 Communication between Generator Console and feel-DRCS.

*This X-ray generator control function depends on the X-ray Generator company.
Because feel-DRCS can only interface and control by the algorithm provided by the X-ray
Company. And feel-DRCS can only select or change values of X-ray exposure parameters(kVp,
mA. Second or kVp; mAs) according to defined value of each X-ray company. The feel-DRCS
doesn't control exposure and electrical change and calibration X-ray. So. before exposure of X-
ray, radiological technician should check the X-ray exposure conditions in the console of X-ray
Generator.

* If the X-ray generator doesn't al/ow interface with external software(ex. Feel-DRCS),
the software cannot interface with X-ray Generator.

Users
A. For acquisition of Digital X-ray image by Digital X-ray Detector.
B. For development or Production of Digital Radiography Retrofit system on the

conventional X-ray system.

Prescription Use X AND/OR Over-The-Counter Use ___

(Part 21 CFR 801 Subpart D) (21 CFR 807 Subpart C)

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRH, Office of In Vitro Diagnostic Devices (OIVD)

Q/ st-5 I
At~vision Sign-Off)

Division of Radiological Devices
Office of In Vitro Diagnostic Device Evaluation and Safety
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